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DETAILED ACTION 

This office action is in response to tine request for continued Examination filed 
07/14/2008. All previous rejections have been withdrawn unless indicated below. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections - 35 USC § 103 

The following Is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gould et al. (U.S. 3,641 ,237) in view of Acharya (U.S. 5,686,094). 

Gould et al. teach a controlled zero-order release system for pharmaceutically 
active compounds (column 1, lines 49-50). The invention can be used in human, or 
veterinary therapy, e.g. to treat dogs (column 5, lines 33-35). 

Gould et al. do not teach a pliable film with a moisture content of about 4%-7%, 
or not greater than 1 5% by weight. Gould et al. do not teach the administration 
schedule of instant claims 7-13. 

Acharya teaches a polymeric delivery system which is formed by a polycarbophil 
type composition with an active agent, optionally in the presence of water and other 
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cosolvents. The composition is useful for oral controlled or sustained release of active 
agents that are drugs, cosmetic agents, and nutritional agents; the system may contain 
substantially any medicinal or cosmetic agent (Abstract, column 1 , lines 8-10, column 3, 
lines 25-30, column 4, lines 32-37). The composition is an intimate mixture, which 
means the components are mixed substantially uniformly so that none of those 
components are localized (column 12, lines 64-67, column 13, lines 1-3). The present 
invention provides several advantages and benefits, including an improved composition 
and method for the controlled release of an active composition, such as a 
pharmaceutical, to oral skin or mucosa over a period of time (column 3, lines 22-27). 
The composition can be provided as a three-dimensional structure such as a film 
(column 10, lines 2-5). The resulting matrix of polycarbophil, active ingredient and water 
may be formed by cutting into pieces of appropriate size and shape; and can be dried to 
any degree of hardness and moisture content (column 5, lines 20-25). The 
polycarbophil component may be interacted with water, which may be mixed with other 
cosolvents e.g. glycerol, propylene glycol, or polyethylene glycol (column 12, lines 17- 
22). The controlled release rate is dependent upon the structure of the matrix which 
may be modified with water, polar or nonpolar solvents; and by varying their amounts 
and the inclusion of other components, including hydrocolloids such as hydroxypropyl 
cellulose (column 5, lines 44-53). The desired level of controlled or sustained release 
will vary, depending upon the ratio of the components employed, the physical state of 
the components of the particular active composition, the method of incorporation, the 
order of mixing, and the like (column 12, lines 43-48). The pharmaceutical and 



Application/Control Number: 10/729,562 Page 4 

Art Unit: 1612 

cosmetic compositions are substantially non-toxic to animals in which or on which they 
are placed; and when contacted with and adhered to the skin or mucosa, the 
compositions cause no whitening or blistering effects due to the composition (column 6, 
lines 62-64). It is relatively an easy laboratory task to formulate a series of controlled 
release compositions containing a range of active compositions to determine the 
effective amount of such an active composition for a particular composition of the 
invention (column 10, lines 44-52). The composition is then used to contact an area of 
skin or mucous membrane to be treated, for a sufficient period of time to allow a 
therapeutically effective amount of active composition to be released (column 3, lines 
37-41). Active agents include penicillin (col. 7, lines 60-68), an active agent disclosed 
by the instant specification. 

Acharya does not teach a method of treating a non-human mammal comprised 
of providing a film comprised of a veterinary agent and with a moisture content of about 
4%-7%. Acharya does not teach the administration schedules of instant claim 7. 

At the time of the invention it would have been obvious to one of ordinary skill in 
the art to modify the veterinary therapy method of Gould et al. to include the film of 
Acharya et al. motivated by the desire to provide Improved oral controlled release of the 
active agents as taught by Acharya et al. It would have been obvious to use a finger as 
an Insert device to contact and to adhere the film to the skin or mucous membrane. 

In regards to claims 8-10, the prior art reference teaches that the films may be 
adhered long enough to release effective amounts of active agent, but that the 
compositions can vary in the amounts of active ingredients; therefore it would have 
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been obvious to provide multiple daily administrations of the invention which contain 
active ingredients in the lower range of effective amounts to provide dosages equivalent 
to the total effective amount of active ingredient. The multiple daily administrations 
would also be a plurality of times during a single week, and during a single month. 

In regards to claims 1 and 4-6, where the general teaching of a claim is 
disclosed in the prior art, it is not inventive to determine the optimum or workable ranges 
through routine experimentation. See MPEP 2144.05, II. Optimization of Ranges. 
Therefore at the time of the invention it would have been obvious to determine the 
optimum or workable ranges of moisture content for the film. 

All claims are rejected. 



Conclusion 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darryl C. Sutton whose telephone number is 
(571)270-3286. The examiner can normally be reached on M-Th from 7:30AM-5:00PM 
EST and on Fr from 7:30AM-4:00PM EST. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Frederick Krass can be reached 
at (571 )272-0580. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

/Darryl C Sutton/ 
Examiner, Art Unit 1612 



/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



